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vfa^[w 

’Tr.'PT.ft'. 1050 (fl),—aiHftr »fk srartrr imrift 

19 4 5 TT 9fK sTT^ ^ fir^ vftm Iwff *61 

iTPPT fW %^JT»i7Tn:, aiWir fWjfWt ^ Tmrof 

iivrir Tu^ aflx wra^ »TTJTift 'nfirf^TO, 1940 

( 1940 Tr 23) '1^ am 12 srpT 33 jm smr srfWfT* 

'R spftil SPTl anjsff I(5V w^*jnr< 

»TKfr ^irPRiff >i?t sTR^Rfr % srinftRr fw ^tmr t 
fiPT^ i''T?r snmPf^ s^r t aflr mr it? 

t ftr ^f?r STr^iT firiTilif TI" IT^tW 

ifriTfniTt fwffir IT? sTfrrPiiir sft arnf)-, ift 

49ifTTFT 'TTF^ ni^*a h ^f5 TTTTTI^ 

% 'T»aT?T Print frirr tfr^irr 1 

ii;Tr yrrinf in nsn^l 71 :, utt n'T^'TST Wnfer nirftr 
ifr ntrrPt b mifT fbnTf sfV srr^ pRft ^irPm 

n TriT snit, %iiiriT nmt Pr^it 1 

nnuT PriTtr 

1 '( 1 ) si'T f-TTiff Tf nr-T'n inn ark sTnmn 

nnrft (biifrnn ) fnirn, loss^i 

(3) ^ irnnar n afF^rn nTrurn ^ nrka' ^ jt^t ^iri 
717 GV86 


2. artafa afh: TTTrran nrnrff PnnT, 1945 *r,— 

(9?) Pfirn 8 5 SI ^ sti (?)?*' Tnrn nt PTnrPTPrn 
twT sotFcf:^ 

“( 2 ) TntwBT nirnt, ¥-1 Jf PrPrftiis w^tmf 

sfVt vinf ITT ip^ ; 

Ttrg If? ft? 'jr?t w^jrm snfaifrtt ^ smn nr^ifiTT 
innifHk TTiT# ¥?1 fbPnrtn nfwgff i?f nffir aftt firtnK 
i^siTTn if tub jf^, firrfl' fnfspin irnTb if, nn% Fnir Tfl ssttit 
t W!( Sraw T STtb nw in ffTTft fsrPm in unipn 

b 'TftTfinT qrt tt^rt” ; 

(^) '^’^1—■y ^ twit fnnrftrriffn nngfr atnrrFnPm 

^ 'Jii'lifl, nirfn :— 

?-i 

[fninT 8 5 ?: ( 2 ) 

1- ?TfiTiii^r<T Pfft 1*1 fflift ^ Pi Pitiful % fbrj /fitm ffff 

'Tftnt iff I 

(iff) n^ftnfn sfk —TTtWFn ^ Timr 

iTt fRTn )fm isfT niT jrmtff nrtft, nT+Trfhr 
FfywTinT m f^ ^ TTtisrT^ % ins^ ^ 
nt TPsPnifT UT nPrftTn: in ijn wim nfw in^T 
n •rPtw, wn m ^srt fnsrrsnn i 1 srpnann nr^ 
nnT? n in? nft^Tr b ^ nnftw ^ 1 
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^ ^ if ^ f^qT artT^iTT aftx 

j nrj % ^ % f^ WRW ^ ^vr 

’T^nrff wiR -n: ?r % fW, ^rff tm \ 

qrq^ qf! f^Rpr ftl^trfvi' (fBpTT 'A' 

ft/ to! ?! qfl ^ fWft, oR-^ »ftT 

iflrq I qwf ftnfrtfr> ^nilR' afr< 

^ 8ft^'?«fr^rifl‘ft7OT'TTg^vT5nr?T%i 

"ilqTTf ?n 'f^ if qftj fSfin: qr T7:n: ^ I 

(*1) W% ^rfirPRa ^kamt % tR^T vr frqW 

5WT ftiJTr qrnRT ftRit fr qrr^^jprr wfirPrinT, 
1048 (l948 qrr 63) if wftrefifij RRtq WJffif 
^ 5fr% i 

,(»r) ^srarq-firftirfui if ji^ 'JR affK ^ .pTff?^ 
■iiT «ik TftrspTP ^■*r ^ ir ^ ^ I 

(t) ^jqftpsj ifq f^fqsirj-^^pfRijrTTTT % wqfVs HR siYi 
w«r wiriw q^Tiff % firtriR % f/ri^ qT^fc^^ 

^ 'n% I 

(t) qR?T u^nrn: srl?: Rtp ^ ^ ^ 

HR «ftTT ^r mfK 1 

(®) aftx R«?Rn- ?fiftff tr^wnt 

^nffqn}^ ^rlHfirq? r ^’nTJRiii ijqiir ^ j 

HiT% im wif qSfjr^ ^ ijr^q^rt^ % f^ HHfw, 
qftw ITT ’lifR ft! ^ if ^ sftTTTra^i iFT^rrwf 
«iVt: 2^ ft; ftn^ »iTfft?Rff Tmf ft; qnfR 
gfftHTsff qfl !ft^ Rq; rfrfW, 31^ TpiT tff^ ft; 
^■f wi um trm rtrt qft 'srri^ i 'T;q)*qqTf ijf 
wftsn qfr fftf ft grTSfqref ifjjftqrqrrftft; 

2^ ^r^t ft In 6 f'*! iffVrr 'ft ^sriTftf ft, ^r^r ftx sfft- 
affr ;;5% ipqipRf ft i^f wftw qff tirn^iff 

ft; ft ITT ftf Rq® eHf q^ qy fftr m 

't^ittr qTjft ftraft ft; VTftf !TT qftfft ft ijf^ inift 

ftjHur ft qqr 5IT TTft I 

(3r) ftrftKrtfT ftqnj—ftfttifai, srr«Tfftq;, !mr^, ipftqn;^ 
qn ftiffqq ft; TRiT fftfti'vftfq fftffwir qft sftr 

qrqqftftjpq-ft ipift^ qxj; qqfqqr qfq 
qv^irr i 

(*T) qniftnTq ftir—qqxf ^t^rsT ?rmft, ftr qr?:ft, wrfft 
ftfftjinft ft; finf,' Ihl'I^t.'H qft iq q^ y 

qft srniftf I ^ ihftf ft Pqqft srftcr aqift ^ 

^nrn^ !>rTftft aft tftft ftfR ^ i 

(JT,) •(ffqft ITT irftmiT !#ft wrarftf 

ft;!3qiffiT qft afTrftftR 1i^cft qr^ff ftfwri qft ft, 

W flfHTftf ftt !3q^ !jTOn: ft qtHlf 

sftr: ^isrft ft; snfTJH' ft; ffttr qiftcq Rarwr f ft mq 
(ftfSTOUftntnr) -ftRi: ft ipT xmx qft^qrftifti 'snjr 
ft IW'infHft ft aftq jT^inr ft 

qft iTftrfftlT jftIniFft oilTRftl 
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2 , ftftw aftrijiTRrc ftftsff wftsffRj 

(q;) iifST ferr; sTTig fftnn; aft: ijfT fft^nrir 

fftRftrfftm ftftw sftr qft »ii^«rT qft arr^iff, 

w*TftT;— 

(i) qfOT 

(ii) 

(iii) gm wk iPT nrftf 

(iv) q;ftq »ifi afR ^kut 

(v) swq ft; TTT<r ftHftq; 

(vi) 5 WH ft; Tipq ftk fftffttfftm fira^ i 

(vii) arritm otottot Trrfira' itt wr wttptt i 
( viii) PthHh/' mwT 

(ix) fft^m 'TOT afk ; 3 q^ wtnfw; ftnft wthtr i 

(x) ^TTW fft«f«PP 

(xi) aw wttt 

fzRiiT; (1) an[t TO ftqq ftt, aftqfft TT JTftWfq ^ aqft 
% TiRTiT !?ft mf ft; TTR ftqif ft q'XTirr amr i 

(2) wTtnfira ftftqm ft; fftft 55 snt ftkt ft; ^ ipf 
f 6 >Prfkr qft anrff ft 1 

(3) qwfr TTRTft qrwfk ft; fftt; irftffftcf fix; ftxrxnqr 

gfftgr Tjwftsrsr ft; ffttr ftrm®! aftt snq;a»ra, anp 
^ ift, xff aiTTwr qft arrftf nrfftn 1 

(4) nr^ arifr sjfoft ftk ftij ijx?r nnrift ft; IftR 

aftx qtfrfftq ftrrqtxn jjfiwr ftft atrwr ftff anftf 
xifftn I 

(5) iMf HTinft sftx 'iRr-Rtw TTTTft ft; ffttr irtftfftq 

qqftTWTqr gfftTJT atTqftrr xft anftf qT% 1 

(«■) fwaiq WfTTT 

(1) wTtffq fnftfiR wqrx; «fTR ft; ffttr fftMfftfw 
wranRTftf ^ ftmfw # Sflftf ft ;~ 

(i) ftfftqrt fatqif TJW XTTft lift aqxWT, 

R nlfijW ^ I 

(ji) vftfttn aw WRIT HftSf 

(iii) fftiffqiT ftqxq nr tfrrf jfftqit 

(iv) ?iptR I 

wrarfw ftWNH ft; Rw 20 xif ifkic % irfr RmRirr 
xff 'xrftf I I 

(2) xrfftiT iwrrx; qfrnr ft; ffttr fftRfftfftri gq qtq i ft f qft 
frmkffr qft qntff ft, :— 

(i) ftrft ftfnr 5 ,Tft qiT ft; wx qq jwtf T ftar 1 

(ii) m rnfftir xftfftfftrr 'ftfqtff ft; ffttr httit vm 
ftWTTJi ft; ffttr gRrartr 1 
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(iii) f'lWT ^ afprftr ^ rwn 

% ipfif^PT mw ^Iwrt I 

(iv) IFT-S^ST HT KT^FTT ^ 

TTPT I 

itnwrfrT ^R«rm ^ 20 ipt 

^ ^>rral ^ 1 

f?rw ( 1 ); aftqftnrf/urft^ jp Ww ^mf 

TT 'SrniPT I 

(2) ppfft mw ijPwJfi feft inPT=ft it tfrfr siV # 
jpft^ n^ arftw it ^ ^ i 

(3) % f'P wftr', ^‘r % npi 

5^: WRrftr^T vT^v^ ?rTr Tr?j 

^ ir ?r=?rT^ ■Pt^ Tfi^ 'sn^ 'nfi^ 1 

(4) '^iRd^ ^ ?TnT^ wrft, 'jfY (ct^^ ^ 

'T'psr wfwtf ^ ^ tr witr ?, srnr ftrsn: sffr 
mtwff % fpI^^ writ ■^rf^ 1 

(5) fwrr >^1 'faftr Tt^ff w Jf wq^rror irrw 'INtt 
ftr 3 TFTftq ifrprfiWw 'fin.'fl'qfifwT %?q 1 tt firWitss 
^ I 

(3) ftmW, pWI ftrirf®T aftr frq w’j^rrq: 

rHHRr fa q mtfw t a tr qft fimftsr qtt ^rnfr |:— 

(i) wjTO % pfr*T ^ (qqt'T itPT I 

(ii) ftnifiw I 

(iii) wurn Itrw 

(iv) 

(V) 

(vi) ftftnn <iRT^ q 5 t ITT it?r 

(vii) ^iTTT •ii •liTT*ft (Trpq/iUr/fir^ % 

m) 

(viii) 

(ix) 'j'rfjRr, ftfw 'PTJ'TT ath: jirnt 1 

fiFFr—ftfw ^ stk '^TqiTi'r qp>ff ^ ^tqr 1 

wrwrfOT pwm ^ fkq 55 «nl str ^ qfr f^nnfW 
OtT^fV ^ i] 

' (4) »TOE>T aflx w^wr;— 

fTfqPrfVr iinT’qTsff itt aTrfr ^ — 

(i) 1 

(ii) (qm thr qr ^ w^) 1 

(iii) yti firmr 1 

(iv) »R5»T ftw 

(v) virtiT qr wtwr 


^irniftn ^TFrrqqf % ftrr 20 qW^r fSw qft fffqqftvr qft 

dlicfi ^ I 

(5) ftrrq atk siftr— 

fiiRftrfirf smqrsff qfr ftrqqiTST q?t sr^ft ^:— 

(i) ftr«rq atk qqf iqft 1 

(ii) gqngfJTiiqq: 1 

(iii) rnw'q* OTm I 

(iv) arPf vrqqrT fqxrrqqq 

(v) «p-q sjk pmr^ qrar otfpt i 

nTHTfkf ^TfqTqq ^ 1 %tT 20 qkttjr: % ^ q?t f^fqsrikr qtr 

'Jllrfi ^ I 

(e) Wnfirfipit— 

^ ttsfN', itw-pfmq afk qnii ^iqqtq ^7 st^t 

fqfqiqfttqi wjftpr quiraff w fqfiTqtw % fpnr ttfp; 

^ftraiPcq qCi ;iTtfi ^ :—. 

(i) ^r'T fw^P fqqsqr ip qrq tr !v?r f<pqT w q 

(ii) fim qr qr^ fim I 

(iii) qqr^ fqqw aqWT % %pfPft (tiq qr klJET 

% npq) I 

(iv) qpff qnq ^qqqqrc 1 

(v) ?sqkT pitiq qr arwr q qtf q q qrqft vt fqqq artq; 
qqi{ qftpqr 1 

(vi) tqskq qfq tw, ^ikai PiFtw qr fq^kq qtqqrft 1 

(vii) qqqqq ^jqrqr 1 
(viii) wkk^ 1 

q^gPrftqq Tt% ^ ftqr 'jqkqkY qq^ft qpfr TTkiT 
pip qfknfef qeqrq ttqTip%fr ^ ; wraikq HFrm ftnr 
20 qfl JikT: % ^ qit fqqqkq qft qrift 1 

(7) q'lW afft kr ftrq pqn aik vjqw< 

qfy qqpqr aqqFTPt tH" aiFft qrfiq 1" 

[q. f^-uois/s/as-^kqqtrqjxqiqq^] 
'qr.^. *iTqfqqq, qjpr 

fbqq: 1 - 5-1979 qq qqr pntftftq siVriti sik srqniq 

qrqrft fqqq, 1945 afkfq afk jwm Frqrft wfe- 

fqqq atk Prqitt ('ft ^ ^ qq 63 ) q^qq pqTp*q 
afk qffqK qspqm q^qqq (pqiFq Prqw) 
% qqqqq if afqfw 1 1 q?mTq qqq ftqqf qq, 
qpw % TPSiqq, qiq 2, »l^x' 3 (i) ft inpiftiq fqWT- 
ftrftiq qf 6 r^-qqT 3 ft jfi qqfwqfrqr qqr ;— 

1. qr.'PT.fq. 1241 qrftqr 6-10-79 

2. qr.qq.PT. 1242niti^a 6-10-79 
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3. ^rr.TT.fiT. 1243 6 - 10-79 

4 . HT.^T.Pr, 1281 12 - 10-79 

5 . 430 19-4-80 

6. HT.sfTT.f^', 779 26-7-80 

7. 540 {v) 22-9-80 

8. ^TT."FT,f^r, 680 (BT)TTT<tW 5-12-80 

9. TTT.^.f^T. 681 (w) mtw 5-12-80 

10. TTT.'FT.ft'. 683(w) 5-12-80 

11. TTT.^.fH. 27 (w) 17-1-81 

12. HT.'FT.f^. 478 (n) 6-8-81 

13. Trr.>FT,fH, 62 (w) is- 2-82 

14. KT.TT.i^. 462 ('9) 6l0<4 22-6-82 

15. TTT,>FT.fjr. 510 (w) TTlftW 26-7-82 

16. ITT."FT.Or. 13(w) TTrft-7 7-1-83 

17. TTT.tFT.Pr. 318(?l) 1-5-84 

18. TrT.«FT,OT. 331 (w) TTF^tSf 8-5-84 

19. TTT.TT.Pt. 460 (it) TTFry^ 20-6-84 

20 . ITT.<^1.Or. 487 (w) 2-7-84 

21. TTT.^.Pt. 89 («) 16-2-85 

22. "TT.'TTT.ft'. 788 («) ?TTfr« 10-10-85 

23. ^r.W.fjr. 17(W) mfl'll 7-1-86 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

New Delhi, the 29th August, 1986 
NOTIFICATION 

G.S.R. 1050(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics Rules 
1945, which the Central Government propose to 
make, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers conferred 
by section 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as re¬ 
quired by the said sections for the information of all 
persons likely to be affected thereby and notice is 
hereby given that the said draft rules will be taken 
into consideration after the expiry of a period of 
sixty days from the date on which the copies of the 
OflScial Gazette in which this notification is published 
are made available to the public. 

Any objections or suggestions which may be re¬ 
ceived from any person with respect to the said draft' 
rules before the expiry of the period so specified will 
be taken into consideration by the Central Govern¬ 
ment. 


[Part U—Sec. J'i)] 
DRAFT RIT ES 

1. (1) Diese rules may be called the Drugs rfnd 
Cosmetics (Amendment) Rules, 1986. 

(2) They shall come into force on the date of 
their final publication in the official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945— 

(a) In rule 85-E, for clause (2), the following 
clause shall be substituted, namely :— 

“(2) The fectory premises shall comply with 
the requirements and conditions specified 
in Schedule—M-1; 

Provided that where the licensing authority consi¬ 
ders it necessary or expedient' so to do, it may having 
regard to the nature and extent of manufacturing 
operations, relax or suitably alter the said requifl^-: 
ments or conditions in any particular case for rea¬ 
sons to be recorder in writing” ; 

(b) After Schedule—M, t'he following Schedule 
shall be inserted, namely 

"SCHEDULE M-1 
[See the Rule 85-E (2) 1 

1. Requirements of factory premises for manufac¬ 
ture of Homoeopathic preparations, 

(a) Location and surroundings—The factory 

shall be situated in a place which shall not 
be adjacent to an open sewage drain, pub¬ 
lic lavatory or any factory which produces 
a disagreeable or obnoxious odour or fumes 
or large quantities of soot, dust or smoke. 
The factory shall be located in a sanitory 
place, remote from filthy surroundings. 

(b) Buildings—^I’he part of the building used for 
manufacturing shall not be used as a sleep¬ 
ing place and tio sleeping place adjoining 
to it shall communicate therewith except 
through open air or through an intervening 
open space. The walls of the room in which 
manufacturing operations are carried out 
shall,upto a height of six feet from the 
floor, be smooth, water-proof and shall be 
capable of being kept clean. The flooring 
shall be smooth, even and washable and 
shall be such as not to peimit of retention 
or accumulation of dust. There shall be no 
chinks or crevices in the walls or floor. 
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(c) Further, the building used for the factory 

shall be consthicted so as to permit pro¬ 
duction under hygienic conditions laid 
down in the Factories Act, 1948 (63 of 
1948). 

(d) Water Supply—The water used in manu¬ 
facture shall be pure and of drinkable qua¬ 
lity, free from pathogenic micro-organisms. 

(e) Disposal of waste—^Therc should be adequate 

arrangement' for disposal of waste water 
and other residues from the laboratory. 

(f) The rooms should be airy and clean and 
the termperature of the room should be 
moderately comfortable. 

(g) Health, clothing and Sanitary requirement' 
of the Staff—^AU workers shall be free from 
contagious or obnoxious disease. There 
clothing shall consist of a white or coloured 
uniform suitable to the nature of work and 
the climate, and shall be clean. Adequate 
facilities for personal cleanliness, such as 
clean towels, soap and hand scrubbing 
brushes, shall be provided separately for 
each sex. The workers shall be required to 
wash and change into clean footwear before 
entering the rooms where the manufactur¬ 
ing operations are carried on. Workers shall 
be required to wear either a clean cap oi 
a suitable head gear so as to avoid any possi¬ 
bility of contamination by hair or perspira¬ 
tion. 

(h) Medical services—The manufacturer shall 
provide adequate facilities for First' Aid, 
Medical inspection of workers at the time 
of employment and periodically check up 
thereafter at least once a year. 

(i) Working benches—Working benches shall be 

provided fpr carrying out operations such 
as filling, labelling, packing etc. Such bench¬ 
es shall be fitted with smooth, impervious 
tops capable of being washed, 

(j) Container management—^Where operations 

involving use of Containers such as bottles, 
phials and jars are conducted, there shall 
be adequate arrangements separated from 
potentisation chamber for wa,shing. cleaning 
and drying such containers with suitable 
equipment for the purpose. Wherever these 
are attended manually adequate precaution 
of perfection in respect of cleanliness and 
avoidance of polluants shall be taken. 


2. Requirements of Plants and Equipments : 

(a) Mother tinctures, External tinctures and mother 
Solution section ;—The following plant and equip¬ 
ment shall be provided, namely :— 

(i) Disintegrator 

(ii) Seived Separator. 

(iii) Balances and fluid measures. 

(iv) Chopping boards and knives. 

(v) Macerators with lids. 

(vi) Percolators with lids and regulated discharge. 

(vii) Moisture determination apparatus or other 

suitable arrangement. 

(viii) Filtering arrangement. 

(ix) Mixing vessels and suitable non-metalUc 
storage containers, 

(x> Portable stirrers. 

(xi) Water still. 

NOTE 

1. As far as possible metal contact's may be avoided 
once the drug is processed. 

2. An area of 55 sq. metres is recommended for 
basic installations. 

3. Adequate separate storage facility should be pro¬ 
vided for raw material quarantine, storage, and bond¬ 
ed room for alcohol where applicable, 

4. Separate and suitable storage facility should be 
protaded for fresh herbs and odorous raw materials. 

5. Adequate laboratory facility shall be provided 
for testing of raw materials and finished product's. 

(b) Potentisation Section 

(1) The following arrangements are recommended 
for container I for closure preparation section :— 

(1) Washing tanks with suitable brushing ar¬ 
rangement manual or mechanical. 

(ii) Purified Water rinsing tank, 

(iii) Closure macerating or washing tanks, 

(iv) Drying chambers. 

An area of 20 sq. metres is recommended for 
basic installations. 



6 the gazette of INDIA : EXTRAORDINARY (Part II— Sbc. 3(i)] 


(2) The following arrangements are recommended 
for potency preparation section, namely — 

(i) Working tables with washable top. 

(ii) Facilities for separate storage of different 

grades of back potencies. 

fiii) Suitable measuring devices for discharge of 
drug and diluent in potentisat'ion vial. 

(iv) Potentiscr with counter or suitable manual 
arrangement. 

An area o'f 20 sq, metres is recommended for basic 
installation, 

NOTE : 

1. Different droppers shall be used for different 
drugs I potencies. 

2. All measuring devices shall be in metric system 
and be made of glass and shall be free from metallic 
contents. 

3. It is desired that glass droppers etc. intended for 
reuse after cleaning should be sterilised by autoclave 
or by heating in a hot air oven. 

4. Plastics, rubber tubes, bulks etc, coming in con¬ 
tact with tinctures or back potencies should not be re¬ 
used for other tinctures and potencies. 

5. Method of potentisation will be adopted as spe¬ 
cified in Homoeopathic Pharmacopoeia of India Vol. I. 

(3) Triturating, Tableting and PilllGlobules Section— 

The following arrangements arc recommended :— 

(i) Triturating machine of suitable device. 

(ii) Disintegrator. 

(iii) Mass Mixer. 

(iv) Granulator. 

(v) Over. 

(vi) Tableting punches or machines. 

(vii) Kettle (steam|gas]electrically heated) for 
preparation solution. 

(viii) Dryers. 

(ix) Seived separators, tablet counters and 
balances. 


(4) Ointments and lotion section : 

.J 

The following arrangements are recommended 

(i) Mixing tank. 

(ii) Kettle (steam, gas or electrically heated). 

(iii) Suitable powder mixer, 

(iv) Ointment mill. 

(v) Fillmg equipment or arrangement. 

An area of 20 sq. metres is recommended for basic 
installations. 

(5) Syrus and tonics:— 

The following arrangements are recommended : 

(i) Mixing and storage tank. 

(ii) Portable mixer. 

(iii) Filtering equipment. 

(iv) Water stili|Deioniser. 

(v) Filling and sealing equipment. 

An area of 20 sq. metres is recommended for basic 
installations. 

(6) Ophthalmic Preparations : 

The following equipment is recommended for 
manufacture under aspectic conditions of Eye-Oint¬ 
ments, Eye-Drops, Eye-lotions and other preparations 
for external use — 

(i) Hot air oven elecrically heated with ther¬ 

mostatic control. 

(ii) Colloid mill or ointment mill. 

(iii) Kettle (gas or electrically heated) with suit¬ 

able mixing arrangemept, 

(iv) Tube filling equipment. 

(v) Mixing and storage tanks of stainless steel or 

of other suitable material. 

(vi) Sintered glass funnel, Seitz filter or filter 
candle. 

(vii) Liquid filling equipment. 

(viii) Autoclaves. 


NOTE ;—Tablet section sliall be free from dust and Adequate precaution should be taken to ensure 
floating particles. An area of 55 sq. metres that the finished product is sterile. An area of 20 sq. 

is recommended for basic installations. metres is recommended for basic installations. 
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( 1 ) Adequate arrangements for space and equip¬ 
ments should be made for labelling and packing.” 

[No. X-11013|5|85-DMS&PFAJ 
S. V. SUBRAMANIYAN, Jt. Secy. 

NOTE ;—The Drugs and Cosmetics Rules, 1945. as 
amended upto 1-5-1979, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Acts and 
the Rules (PDGHSl-61). Subsequently the 
said rules have been amended by the follow¬ 
ing notifications published in Part U, Sec- 
tipn 3(i) of the Gazette of India namely :— 

1. G.S.R. 1241 dated 6-10-79 

2. G.S.R. 1242 dated 6-10-79 

3. G.S.R. 1243 dated 6-10-79 

4. G.S.R. 1281 dated 12-10-79 

5. G.S.R. 430 dated 19-4-80 

6. G.S.R. 779 dated 26-7-80 


7. G.S.R. 

8. G.S.R. 

9. G.S.R, 

10. G.S.R. 

11. G.S.R. 

12. G.S.R. 

13. G.S.R. 

14. G.S.R, 

15. G.S.R. 

16. G.S.R. 

17. G.S.R. 

18. G.S.R. 

19. G.S.R, 

20. G.S.R. 

21. G.S.R. 

22. G.S.R. 

23. O.S.R. 


540(E) dated 22-9-80 
680(E) dated 5-12-80 
681(E) dated 5-12-80 
682(E) dated 5-12-80 
27(E) dated 17-1-81 
478(E) dated 6-8-81 
62(E) dated 15-2-82 
462(E) dated 22-6-82 
510(E) dated 26-7-82 
13(E) dated 7-1-83 
318(E) dated 1-5-84 
331(E), dated 8-5-84 
460(E) dated 20-6-84 
487(E) dated 2-7-84 
89(E) dated 16-2-85 
788(E) dated 10-10-85 
17(E), dated 7-1-86. 
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